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MEDICAL PRODUCT DISPENSING
SYSTEMS AND METHODS

CROSS REFERENCE TO RELATED
APPLICATIONS

This application 1s a continuation of U.S. patent applica-
tion Ser. No. 12/265,888, filed Nov. 6, 2008 which, 1n turn,
claims the priority to and the benefit of U.S. Provisional
Application Ser. No. 61/002,360, filed Nov. 8, 2007 and U.S.
Provisional Application Ser. No. 61/068,909, filed Mar. 11,
2008, the contents of all of which are incorporated by
reference herein 1n their entirety.

BACKGROUND OF THE DISCLOSURE

1. Field of the Invention

The present disclosure relates to medicines, nutraceuti-
cals, and medical devices (heremnaiter collectively referred
to as “medical products™) dispensing systems and methods.
More particularly, the present disclosure relates to systems
and methods for dispensing medical products from a vend-
ing machine using a seli-selection algorithm and, in some
embodiments, a de-selection algorithm, which eliminate the
need for interaction between the purchaser and a licensed
practitioner. Further, the present disclosure relates to meth-
ods of providing a risk management tool for switching
prescription medical products to non-prescription, over-the-
counter status. Still further, the present disclosure relates to
systems and methods that provide greater access to over-
the-counter medical products that have sales or distribution
restrictions due to public safety and/or public health con-
cerns.

2. Description of Related Art

Drugs, vaccines, biologics, and pharmaceutical products
(heremaiter individually and collectively referred to as
“medicines™) are commonly used to cure, treat and/or miti-
gate a variety ol human and animal ailments and maladies.
For purposes of dispensing these products in the United
States, medicines are generally divided by Section 503(b)
(1) of the Food, Drug, and Cosmetic Act mto two classifi-
cations, namely prescription classification and a non-pre-
scription classification. More specifically, the Food and
Drug Administration (FDA) requires a prescription for the
dispensing of any drug that 1s not safe for use except under
the supervision ol a practitioner licensed by law to admin-
ister such drug. Thus, the FDA can designate a medicine
with a non prescription status when the FDA finds that
prescription dispensing 1s not necessary for the protection of
the public health by reason of the drug’s toxicity or other
potentiality for harmiul effect, or the method of 1ts use, or
the collateral measures necessary to its use, and the drug 1s
sate and eflective for use 1n self-medication as directed 1n
proposed labeling.

Due to the highly regulated nature of medicines in the
prescription classification, these prescription medicines are
mostly dispensed from a licensed pharmacy. Typically, the
medicines are controlled and stored 1n a restricted area of a
pharmacy, namely behind-the-counter in the pharmacy, such
that the dispensing of the medicine from a pharmacy can
only be performed by or under the supervision of a phar-
macist (hereinaiter referred to as a “licensed practitioner™).

In contrast, and due to evidence that suggests that there
are adequate controls and labeling 1n place for the sate and
cellective use 1n an over-the-counter setting, prescription
medicines have typically been moved over-the-counter
(OTC) from the restricted sales area and into the general

10

15

20

25

30

35

40

45

50

55

60

65

2

sales areas 1n the pharmacy or other retail general sales
location. As used herein, the term “‘general sales” area or
location shall mean any area where access to the medicine
1s not restricted. As such, the general sales area or location
can 1nclude the areas inside of a store, but not behind-the-
counter of the pharmacy or behind-the-counter of the point-
of-sale, and can include areas outside of the store.

In addition to the regulations placed on medicines by the
FDA, the distribution of some medicines are also restricted
or regulated by one or more federal and or state govern-
mental agencies such as the Department of Justice (DOJ),
the Drug Enforcement Agency (DEA) or individual State
Boards of Pharmacy.

For example, pseudoephedrine (PSE) 1s a medicine that
has non-prescription status, and 1s commonly used as a
decongestant. However, PSE can also be used 1n the pro-
duction of illicit and 1llegal drugs such as, but not limited to,
methamphetamine. As such, governmental agencies have
required that merchants or regulated sellers of PSE and PSE
containing products regulate or restrict the distribution of
PSE and PSE containing products. The restriction of PSE
and PSE containing products typically includes moving the
location of such products to a behind-the-counter setting 1n
order to track the sales of such products. The compliance for
documenting sales information and purchaser information 1s
typically performed at the point-of-sale. Accordingly,
although PSE 1s a non-prescription medicine, which would
otherwise be made available 1n an over-the-counter setting,
other agency regulations and distribution restrictions related
to 1ts sale have caused retailers to move this medicine to a
behind-the-counter setting to capture the compliance nfor-
mation, Thus, state authorities have the ability to schedule
any over-the-counter medicine and to move these medicines
to a behind-the-counter setting for reasons of public health.

More recently, certain medicines have been classified as
dual status medicines 1n the United States. Dual status
medicines are medicines that have a non-prescription clas-
sification for certain portions of the population, but maintain
a prescription classification for other portions of the popu-
lation. For example, the emergency oral contraceptive
Plan-B can be dispensed without a prescription to women
over the age of 18, but 1s dispensed to women under the age
of 18 only with a prescription. Accordingly, other medicines,
such as the atorementioned oral contraceptive, have both a
prescription and non-prescription classification. These dual
status medicines are available only behind-the-counter of the
pharmacy as certain criteria, such as age verification by the
licensed practitioner, must be met before dispensing without
a prescription.

Most countries regulate the distribution of medicines 1n a
manner similar to the regulations for dispensing medicines
in the United States discussed above.

For example, Australia utilizes a medicine distribution
system that classifies the available distribution system into
four different categories or schedules, namely Unscheduled,
Schedule 4, Schedule 3, or Schedule 2. It should be noted
that the term schedule as used 1n the Australian classifica-
tions system 1s not the same as that used under the U.S.
system and referenced under U.S.C. 812 and the Controlled
Substance Act.

In Australia, unscheduled medicines are general sale
products that are available without prescription or interac-
tion with a pharmacist and, thus, are typically available
over-the-counter at any retail location. In contrast, medi-
cines classified as Schedule 4 and Schedule 3 are located
behind-the-counter, while Schedule 2 are located 1n front of
the pharmacy counter. More particularly, medicines classi-
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fied as “Schedule 4 medicines™ are available by prescription
only and are available for distribution from behind-the-
counter by a pharmacist in a pharmacy location. Medicines
classified as “Schedule 3 medicines™ are available without a
prescription (1.., a non-prescription medicine), but can be
supplied only by a pharmacist in a pharmacy location. Thus,
Schedule 3 medicines are available for distribution from
behind-the-counter to allow for the necessary pharmacist-
patient interaction. Medicines classified as “Schedule 2
medicines” are available without a prescription, but may
require advice from a pharmacist prior to dispensing. As
such, Schedule 2 medicines are also available for distribu-
tion and access from 1n front-the-counter, and to provide the
opportunity for a pharmacist-patient interaction at a phar-
macy location only.

As another example, the United Kingdom utilizes a medi-
cine distribution system that classifies the medicine into one
of three categories, namely general sales, pharmacy sales,
and prescription sales. As the name suggest, general sales
medicines are available without prescription or need for any
interaction with a pharmacist and, thus, are available over-
the-counter in the general sales area of a retail outlet.
Pharmacy sales are available without prescription, but pro-
vide a means for an iteraction with a pharmacist and, thus,
are available behind-the-counter of the pharmacy. Further,
prescription sales are available only with a prescription and,
thus, are only available behind-the-counter of the pharmacy.

As seen from the discussion above, the distribution of
medicines 1s typically based on a classification system,
which generally results in the medicine either being avail-
able without distribution restrictions over-the-counter,
which does not require interaction with doctor or pharma-
cist, or being available with distribution restrictions behind-
the counter, which requires interaction with a pharmacist, or
other employee.

It has been determined by the present disclosure that the
distinction between medicines available with restrictions
“behind-the-counter” and those available with or without
restriction “over-the-counter’” 1s important to the retail outlet
or merchant selling the medicine. More specifically, “over-
the-counter” medicines without restrictions do not require
licensed pharmacy sites or any interactions with an
employee or pharmacist when being purchased by a pur-
chaser. In contrast, “behind-the-counter” medicines and age
restricted over the counter medicines do require interaction
with an employee when being purchased by a purchaser.

In addition to regulations placed on medicines discussed
in detail above, the distribution of many medical devices
such as, but not limited to, hypodermic needles, HIV tests,
certain orthopedic devices are also regulated. For example,
many states require the sale of hypodermic needles to be
made from behind-the-counter and/or only to persons over a
predetermined age. In addition, some medical devices are
only available with a prescription. Thus, access to many
non-medicinal medical devices are faced with similar dis-
tribution difliculties discussed hereinabove.

Further, many products fall into a more general class of
products referred to herein as “nutraceuticals”, which
includes products such as, but not limited to, nutritional
supplements, functional foods, dietary supplements, vita-
mins, botanicals, medical foods, and others. It 1s contem-
plated that one or more of the alorementioned and other
nutraceuticals may have a restricted distribution status
imposed thereon by a regulating body, by the manufacturer,
by the retail outlet, and any combinations thereof.

In addition, the distinction between medical products
available “behind-the-counter” and those available “over-
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4

the-counter” 1s important to the consumers who have a
desire to use or select certain medical products. For instance,
the over-the-counter medical products that do not require
interaction with an employee and makes the medical prod-
ucts more easily obtainable by the consumer.

Accordingly, 1t has been determined by the present dis-
closure that there 1s a continuing need for systems and
methods for dispensing medical products having a non-
prescription status without the need for the additional access
restraints and restrictions traditionally associated with such
behind-the-counter and pharmacy sales only. Further, 1t has
been determined by the present disclosure that there 1s a
need for methods of switching prescription medical products
to non-prescription status using an electronic vending
machine as a means to aid, assist and restrict access to ensure
the safe and eflective use of such prescription products 1n an
over-the-counter environment.

Further, 1t has been determined by the present disclosure
that there 1s a continuing need for systems and methods for
dispensing medicines having a non-prescription status with-
out the need for the additional access restraints and restric-
tions by retailers who use physical barriers or place medical
products and devices behind the counter or under the control

of a sales employee 1n order to restrict access due to
concerns of theit.

BRIEF SUMMARY OF TH.

T

DISCLOSURE

The present disclosure provides methods for dispensing
non-prescription, behind-the counter medical products (1.¢.,
medicines, nutraceuticals, and medical devices) using a
vending machine in conjunction with an electronic seli-
selection process.

The present disclosure also provides methods for dispens-
ing non-prescription, behind-the counter medical products
from a vending machine 1n a general sales location using a
vending machine 1 conjunction with both selecting and
de-selecting processes.

In some embodiments, the present disclosure provides
methods of dispensing non-prescription, behind-the counter
medical products from a vending machine 1n a general sales
location using a self-selecting step that 1s based, at least 1n
part, on biometric data. The biometric data can be locally
inputted by purchaser (manually or by attaching a biometric
measuring device) or retrieved by the vending machine from
a reference lab or other external source.

In still other embodiments, the present disclosure pro-
vides systems and methods for switching prescription medi-
cal products to non-prescription, over-the-counter status.
Here, the systems and methods of the present disclosure
provide for mteractive compliance to the collateral measures
necessary to meet the requirements set forth by the FDA for
switching such prescription medicines.

A method for dispensing restricted distribution medical
products 1s provided. The method includes i1dentifying a
particular medical product having a distribution restricted
status; placing a vending machine 1n a general sales location,
the vending machine having a user-interface in communi-
cation with a controller; storing a supply of the particular
medical product in the vending machine; storing an elec-
tronic self-selection process on the controller; and control-
ling the vending machine, via the controller, to dispense a
first sales unit of the particular medical product only 11 a
purchaser successtully completes the self-selection process
for an iitial purchase request for the particular medical
product via the user interface.
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A method of dispensing non-prescription, behind-the-
counter medical products from a vending machine 1n a
general sales location 1s also provided. The method includes
accepting a purchase request at a vending machine from a
purchaser for a particular non-prescription, behind-the- 5
counter medical product; determining 11 the purchase request
1s an 1nitial purchase request or a subsequent purchase
request by the purchaser for the particular medical product;
accessing a self-selection algorithm for the particular medi-
cal product if the purchase request is the initial purchase 10
request; accessing a de-selection algorithm for the particular
medical product if the purchase request 1s the subsequent
purchase request; requiring the purchaser to input an answer
to each of a plurality of questions generated by the seli-
selection algorithm or the de-selection algorithm; and con- 15
trolling the vending machine, via the self-selection algo-
rithm or the de-selection algorithm, to dispense or not
dispense the particular medical product based the answers.

In some embodiments, a method of dispensing a medical
product from a vending machine in a general sales location 20
1s provided. The method includes accepting a purchase
request at a vending machine from a purchaser for a par-
ticular medical product; accessing a dispensing algorithm
tfor the particular medical product; requiring the purchaser to
input an answer to each of a plurality of questions generated 25
by the dispensing algorithm; collecting biometric data from
the purchaser; and determining whether or not to dispense
the particular medical product based on the answers and
based, at least 1n part, on the biometric data.

A medical product dispensing system 1s also provided that 30
includes a vending machine, one or more user-interface
devices, and a controller in communication with the vending
machine and the one or more user-interface devices. The
vending machine defines a storage space that can receive
one or more restricted distribution medical products and one 35
or more unrestricted distribution medical products therein.
The system further includes a self-selection algorithm resi-
dent on the controller for each of the restricted distribution
medical products 1n the storage space. The controller, upon
selection of a particular restricted distribution medical prod- 40
uct by a purchaser via the one or more user-intertace
devices, 1s configured to determine whether the selection of
the particular restricted distribution medical product 1s a first
request or a second or subsequent request for the particular
restricted distribution medical product. The controller 45
requires the purchaser to complete the seli-selection algo-
rithm 11 the request 1s the first request. The controller
dispenses the particular restricted distribution medical prod-
uct only 1 the purchaser successiully completes the seli-
selection algorithm. 50

A method for distributing a medical product 1s provided
that includes: providing a controller having a matching
algorithm resident thereon; allowing a purchaser to access to
the matching algorithm; controlling the matching algorithm
to provide a plurality of exemplary symptoms or disease- 55
states to the purchaser via at least one data entry and
communication device 1n visual or auditory form; allowing
the user to select one or more symptoms or disease-states
from the plurality of exemplary symptoms or disease-states
when the one or more symptoms or disease-states match 60
those currently being experienced by the purchaser; and
controlling the matching algorithm to provide a list of one or
more appropriate medical products for the one or more
symptoms or disease-states selected.

A method for distributing a medical product 1s provided 65
that includes: storing an electronic self-selection process
related to the medical product on a controller; storing an

6

clectronic de-selection process related to the medical prod-
uct on the controller; allowing a potential purchaser of the
medical product to access the electronic seli-selection and
de-selection processes; controlling the controller via the
clectronic self-selection process to provide an transaction
record for the medical product only 11 the potential purchaser
successiully completes the self-selection process for an
initial purchase request of the medical product; and control-
ling the controller via the electronic de-selection process to
provide the transaction record for the medical product only
if the potential purchaser successtully completes the de-
selection process for a second or subsequent purchase
request of the medical product.

The above-described and other features and advantages of
the present disclosure will be appreciated and understood by
those skilled 1in the art from the following detailed descrip-
tion, drawings, and appended claims.

(L.

BRIEF DESCRIPTION OF THE OF TH
DRAWINGS

FIG. 1 1s a schematic view 1illustrating an exemplary
embodiment of a medical product dispensing system accord-
ing to the present disclosure;

FIG. 2 illustrates the various classes of medical products
that are contemplated for use with the dispensing system of
FIG. 1;

FIG. 3 illustrates a method for dispensing medical prod-
ucts according to an exemplary embodiment of the present
disclosure;

FIG. 4 1llustrates an alternate exemplary embodiment of
a method for dispensing medical products according to the
present disclosure;

FIG. 5 illustrates another alternate exemplary embodi-
ment of a method for dispensing medical products according
to the present disclosure;

FIG. 6 illustrates an exemplary embodiment of a method
for switching a behind-the-counter, prescription medical
products to an over-the-counter, non-prescription medical
product using a vending machine according to the present
disclosure:

FIG. 7 1illustrates an alternate exemplary embodiment of
the method of FIG. 6;

FIG. 8(a) through FIG. 8(g) illustrate an exemplary
embodiment of a self-selection algorithm and a de-selection
algorithm; and

FIGS. 9 through 11 are schematic views illustrating
alternate exemplary embodiments of a medical product
dispensing system according to the present disclosure.

DETAILED DESCRIPTION OF TH.
DISCLOSURE

(Ll

Referring to the drawings and in particular to FIG. 1, an
exemplary embodiment of a medical product dispensing
system 10 1s shown. Advantageously, system 10 1s config-
ured to dispense medical products having restricted distri-
bution requirements without the need for interaction
between the purchaser/user/consumer (hereinafter pur-
chaser) and a licensed practitioner or other sales associate.

It should be understood that the purchaser of the medical
product may be the same as or diflerent from the user of the
medical product. For example, 1t 1s contemplated by the
present disclosure for a parent or other guardian to purchase
the medical product for a child or other dependant. However,
and for purposes of clarity, the present disclosure shall be
described by way of example only having the purchaser and
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user being one and the same. Thus, the user of system 10, the
user of the medical product, and the purchaser are, for
purposes of clarity, described herein being one and the same.

System 10 provides an eflective guide to the purchaser
through a series of medical history and medical product
related questions, and also provides product specific infor-
mation of interest and 1mportance to the purchaser.

Thus, system 10 provides an electronic device to replace
a learned intermediary (i.e., licensed practitioner) by cap-
turing the critical elements that a learned intermediary
provides, and also provides effective collateral methods for
the safe and eflective use of a prescription or restricted
access medical product 1n an over the counter environment.

More particularly, system 10 provides an interactive com-
puter controlled vending machine having access to a pur-
chaser recognition system, a product specific self-selection
algorithm 24 and, in some embodiments, a product specific
de-selection algorithm 26 for any medical product. The
system 10 dispenses the medical product selected by a
purchaser 1f the purchaser qualifies for the medical product.
In the instance where the medical product has restrictions for
distribution based on the product’s labeling or governmental
agency specifications, system 10, as determined by the
self-selection algorithm 24 1n accordance with imnformation
inputted by the purchaser, determines whether the purchaser
qualifies for the medical product. Upon subsequent requests
for the particular medical product, the system 10 can dis-
pense a subsequent sales unit of the particular medical
product i1 the purchaser remains qualified for the medical
product as determined by the de-selection algorithm 26 in
accordance with the prior and new information mputted by
the purchaser, or limitations as specified by the label or other
governmental agencies.

In an exemplary embodiment of the present disclosure,
system 10 includes a vending machine 12 having one or
more person-machine-interface devices 14. System 10 also
includes a controller 16 in communication with vending
machine 12 and interface devices 14. Vending machine 12
defines a storage space 18 configured to receive one or more
different medical products 20 therein.

FIG. 2 illustrates the various categories of medical prod-
ucts 20 that are contemplated for use with the dispensing
system of FIG. 1. For example, system 10 can be used to
distribute certain over-the-counter, non-prescription medical
products 20a that can be sold without any distribution
restrictions imposed by a regulating body (e.g., FDA, DEA).
Here, system 10 may distribute medical products 20a with-
out the need for algorithms 24, 26. For example, medical
products 20q can include those products that have restricted
access due to thett or shrinkage. Further, 1t 1s contemplated
by the present disclosure for a retail company and/or product
manufacturer to place restrictions on the use of one or more
medical products 20aq that differ (e.g., may be more strin-
gent) from those required by the atorementioned regulating
bodies. In these instances, the retailer and/or manufacturer
may opt to use algorithms 24, 26 in the distribution of
various medical products 20a.

In addition, system 10 can be used to distribute other
medical products 205, 20¢, and 204 that have one or more
distribution restrictions.

Thus, system 10 can be used to distribute certain over-
the-counter, non-prescription medical products 206 (e.g.,
PSE containing products and the like) that can be only be
sold upon verification of one or more attributes, such as age
of the purchaser. It 1s also contemplated by the present
disclosure for system 10 to be updated to include other
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over-the-counter, non-prescription medical products 205
that may be later changed to restricted sales.

System 10 distributes medical products 206 without the
need for de-selection algorithm 26, but rather uses a selec-
tion algorithm 24 that requires only birth date or age
verification and, 1n some 1nstances, a number of purchases of
the particular medical product 206 within a predetermine
period of time. In this embodiment, system 10 can be
configured to store or save purchase data on controller 16.
Since controller 16 1s, 1n some embodiments, common to
multiple retail locations, system 10 1s configured to auto-
matically monitor store-to-store purchases of restricted
medical products 205 (e.g., PSE containing products). In this
manner, system 10 can prevent the sale of such restricted
medical products based on allowed purchase quantities even
though the purchaser’s information (1.e., age) meets the
necessary limuits.

System 10 can be used to facilitate, or provide the
collateral methods to allow for the distribution of certain
behind-the-counter, non-prescription medical products 20c,
such as the atorementioned dual status medicines, medicines
classified as Schedule 4 and Schedule 3 1n Australia, and
pharmacy sales in the United Kingdom.

Also, system 10 can be used to facilitate, or provide the
collateral methods to allow for the distribution of certain
behind-the-counter, prescription medical products 204 that
meet or can be made to meet the requirements for being
“switched” from prescription to non-prescription status.
Further, system 10 can be used to facilitate, or provide the
collateral methods to allow for the distribution of certain
behind-the-counter, non-prescription medical products 20c¢
that meet or can be made to meet the requirements for being
“switched” from behind-the-counter to an over-the-counter
status.

During the distribution of medical products 20c, 204,
system 10 provides, via algorithms 24, 26, an interactive
collateral measures compliance device that, for example,
ensures compliance to the labeling requirements and thus,
ensures the confidence necessary for switching the medical
products from prescription to non-prescription status and/or
from behind-the-counter status to over-the-counter status.

Accordingly, as used heremn the term “distribution
restricted medical products™ includes one or more of prod-
ucts 2056, 20c¢, and 204.

Referring again to FIG. 1, iterface device 14 can be any
type of data entry and communication device 14-1 such as,
but not limited, to visual display screen, a standard alpha-
numeric key board, a mouse or pointing device, a touch
screen, a credit card reader, a bar code reader, a speaker, a
microphone, a voice recognition device, a printer, a wired
communication port, a wireless communication port, and
any combinations thereof. In this manner, a purchaser using
vending machine 12 can input personal information, if
required, such as name, address, medical insurance infor-
mation, age and past medical history, current over the
counter or prescription medication information, payment
information, and other information requested by controller
16 and used by algorithms 24, 26 to determine whether to
dispense medical product 20 to the purchaser.

When vending machine 12 1s not in use, system 10
controls data entry and commumication device 14-1 via
controller 16 to provide verbal and/or visual health infor-
mation and/or advertising to people 1in the vicimty of the
vending machine. Data entry and communication device
14-1 can be physically icorporated into vending machine
12 or can be 1n electrical communication with the vending
machine
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In other embodiments, and as will be discussed 1n more
detail herein below, interface device 14 can also include one
or more 1dentification devices 14-2, one or more biometric
data devices 14-3, one or more payment devices 14-4 (only
one shown), and any combinations thereof.

In 1ts sumplest form, the 1dentity of the purchaser can be
accomplished by the purchaser manually entering in their
identity information via data entry and communication
device 14-1. In other embodiments or supplemental to this
embodiment, system 10 can include identification device
14-2 that 1s any device commonly used to electronically
verily the identity of particular purchaser. For example,
identification device 14-2 can be a magnetic stripe reader or
bar code reader that accepts mnformation from an identifi-
cation card such as a driver’s license, medical insurance or
medical history and medical diagnostic card should such
technology be developed, credit card, and others. In other
embodiments, 1dentification device 14-2 can include more
complex a identification device such as, but 1s not limited to,
a finger print scanner, a retinal scanners, a facial recognition
device, a DNA scanner, and any combinations thereof.

Biometric data collection device 14-3 1s integral to vend-
ing machine 12 and 1s configured to measure one or more
biometric characteristics of the purchaser for use by system
10 1n the self-selection algorithm 24 and, when necessary,
the de-selection algorithm 26. For example, biometric data
collection device 14-3 can be a device such as, but not
limited to, a blood pressure monitor or a blood glucose
monitor such that system 10 can collect a blood pressure
reading or glucose reading from the device.

As used herein, the terms “biometric data” and “biometric
characteristics” are used interchangeably and shall collec-
tively mean measured data representative of one or more
physiological conditions of the purchaser. Such “biometric
data” and “biometric characteristics” can be measured via
contact directly with the purchaser via for example, a blood
pressure cull, a thermometer, an inirared blood gas analyzer,
and the like. The “biometric data” and “biometric charac-
teristics” can also be measured via samples taken from the
purchaser such as height, weight, whole blood, serum,
saliva, urine, feces and any combinations thereol. Further-
more, the “biometric data” and “biometric characteristics™
can include any clinically measurable values normally
obtained by a licensed medical practitioner via a physical
exam or ordered as part of formal laboratory analysis.

It should be recognized that the present disclosure illus-
trates biometric data collection device 14-3 by way of
example only as collecting blood pressure and blood glucose
data. Of course, 1t 1s contemplated by the present disclosure
for biometric data collection device 14-3 to collect any
purchaser biometric data such as, but not limited to, pur-
chaser body temperature, blood sugar, the level of the low
density lipoprotein (LDL) form of cholesterol, the level of
the high density lipoprotein (HDL) form of cholesterol, the
total cholesterol level, triglyceride level, blood oxygen satu-
ration rates, heart rate, blood pressure, body temperature,
lung function 1ndices (1.e., forced expiratory volume) or any
other pulmonary, cardiovascular, blood, urine and stool
chemistry analysis information available to a licensed
healthcare practitioner.

It should also be recognized that vending machine 12 1s
not limited to entry of biometric data only via biometric data
collection device 14-3. Rather, 1t 1s contemplated by the
present disclosure for vending machine 12 to allow collec-
tion of biometric data 1n a plurality of ways of which
collection device 14-3 allows for measurement directly at
the vending machine.
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In some embodiments, the purchaser can input biometric
data via data entry and communication device 14-1. For
example, the purchaser could type 1n a blood pressure or
cholesterol reading 1into vending machine 12 via data entry
device 14-1. Alternately, the purchaser could present a
diagnosis card 30 or medical history card to the data entry
device 14-1 for the data entry device to scan or read the
information on the card, including biometric data, 1f any,
into the vending machine.

Alternately, the purchaser could place a purchaser sup-
plied biometric measurement device (not shown) in electri-
cal communication with vending machine 12 via data entry
and communication device 14-1 1n examples where the data
entry device 1s a communication port. In this manner, a
purchaser could connect a purchaser provided device, such
as a blood glucose monitoring device, to vending machine
12 and download or communicate one or more data points
to system 10.

In still other embodiments, the purchaser can input bio-
metric data via data entry and communication device 14-1
by using the data entry device to authorize controller 16 to
obtain the biometric data from an external test or laboratory
site 28. For example, prior to imterfacing with vending
machine 12, the purchaser could submit themselves to one
or more testing protocols at external test site 28. The results
of these testing protocols being stored on a database 30
associated with the external test or laboratory site 28. Here,
the purchaser can authorize vending machine 12 to access
the results available on database 30 via a network connec-
tion such as the Internet.

Payment device 14-4, if desired, can accept one or more
types of payment. For example, payment device 14-4 can be
a credit card reader or a debit card reader, can be a cash or
coimn accepting device, and any combinations thereof. In
some embodiments, vending machine 12 can determine via
controller 16 the purchaser’s cost for medical product 20
based on insurance provider information entered by the
purchaser.

Vending machine 12 and/or controller 16 can be config-
ured to control storage space 18 to store medical product 20
at an ambient storage condition, a conditioned storage
condition, or any combinations thereof. As used herein, the
ambient storage condition shall mean that medical product
20 1s exposed to an amount of light, a storage temperature,
and a storage humidity within space 18 that 1s ambient to the
location where machine 12 resides. In contrast, the condi-
tioned storage condition shall mean that space 18 1s con-
trolled to meet a recommended storage condition for medi-
cal product 20 by controlling or conditioning one or more of
an amount of light, a storage temperature, a storage humid-
ity, and any combinations thereof.

It 1s further contemplated for vending machine 12 to
include a plurality of storage spaces 18, where some spaces
are controlled to ambient storage conditions acceptable for
medical product 20 therein, while other spaces provide
controlled storage conditions acceptable for medical product
20 therein.

In this manner, vending machine 12 can be configured, as
needed, to store any desired medical product 20 within space
or spaces 18.

It should be recognized that vending machine 12 1s
described above by way of example as defining one or more
storage spaces 18 therein. However, it 1s contemplated by
the present disclosure for storage spaces 18 to be an auxil-
1ary storage device 18-1 that 1s physically attached to or
otherwise controlled by vending machine 12 and/or control-
ler 16. For example, it 1s contemplated by the present
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disclosure for storage spaces 18 to be defined 1in a drawer-
like drug supply cabinet such as those commercially avail-
able 1n the hospital setting.

Medical product 20 can be stored or packaged in a
selected sales unit appropriate for the particular medicine
and condition being treated. In some instances, the selected
sales unit size may be subject to FDA or other governmental
agency requirement. For example, medical product 20 can
be stored in a sales unit having a thirty-day supply of the
medical product.

In one embodiment, vending machine 12 includes one or
more sensors (not shown) in communication with controller
16. In this manner, system 10 can monitor the internal
inventory of medical product 20 within spaces 18 and
communicate to a vendor or retailer when refill 1s needed.

In the 1llustrated embodiment of system 10, controller 16
1s shown being remote from vending machine 12 and
communicating with one another via a network 22. How-
ever, 1t 1s also contemplated by the present disclosure for
controller 16 to be resident 1n vending machine 12. More-
over, 1t 1s contemplated for system 10 to include two
controllers, one resident 1n vending machine 12 and one
remote from the vending machine, where the two controllers
communicate over network 22. Network 22 can be any
desired communication network such as, but not limited to,
a wide-area-network, the Internet, and others.

System 10 includes self-selection algorithm 24 and, in
some embodiments, de-selection algorithm 26 resident on
controller 16. In one embodiment, controller 16 and, hence
algorithms 24, 26, reside 1 a central location 1n electrical
communication with a plurality of vending machines 12. In
other embodiments, controller 16 and, hence algorithms 24,
26, are resident on one vending machine 12. Here, algo-
rithms 24, 26 are automatically updated from a remote
central location, as desired.

In use of system 10, a purchaser requests the purchase of
a particular medical product 20 stored within vending
machine 12 via mput device 14. In response to the purchase
request, controller 16 can control vending machine 12 to
request the purchaser to enter particular general personal
information specific to the purchaser such as, but not limited
to, name, age, address, social security number, past medical
history, current medications, past use of the particular medi-
cal product, and the like. Of course, 1t 1s contemplated by the
present disclosure for vending machine to not require any
personal information be entered by the purchaser.

Based on the particular medical product 20 being
requested and, when required, the general personal infor-
mation, controller 16 determines whether the purchase
request 1s a first or 1nitial request for the particular medical
product 20 by the purchaser. In other embodiments where no
personal information 1s available, controller 16 can ask the
purchaser whether the purchase request 1s a first or nitial
request or a second or subsequent request for the particular
medical product 20 by the purchaser. If the request 1s an
initial request, controller 16 executes seli-selection algo-
rithm 24. However, if the request 1s not an 1nitial request, but
rather 1s a second or subsequent request, the controller 16
executes de-selection algorithm 24.

Broadly speaking, self-selection algorithm 24 determines
if the purchaser 1s eligible for use of medical product 20,
while de-selection algorithm 26 determines 11 the purchaser
remains eligible for the medical product.

As used herein, the term “self-selection” 1s the process of
a purchaser using a product specific algorithm that retlects
those critical concerns and information identified by the
governmental agency and included in the product’s label,
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and then help or guide the purchaser on whether or not to
select or use a particular product based on information listed
on the product label taking into account his/her personal
medical history, demographics and signs and symptoms of
the condition to be treated. The self-selection process pro-
vides a risk-benefit analysis at the time of 1nitial purchase so
that the benefit of starting treatment 1s weighed against the
risks associated with not starting treatment or seeking a
physician’s advice.

As used, herein the term “de-selection” 1s the process
where the purchaser, who has already started therapy with a
particular product, has again reviewed the critical elements
and information (e.g., warnings, cautions, directions) of the
approved label as well as their current medical history to
make a determination of whether use of the product should
be continued or discontinued. The de-selection process may
also contain the same or different questions of critical
interest that were listed 1n the self-selection process. The
de-selection process provides a risk-benefit analysis each
time the purchaser attempts to re-purchase a particular
product so that the benefit of continuing treatment 1s
welghed against the risks associated with continuing treat-
ment. Further, de-selection process can automatically limit
the length of therapy to a predetermined length by for
example momitoring how many purchase requests for the
particular medical product have been made by the particular
user.

Selection algorithm 24 1s configured to pose a plurality of
questions to the purchaser via data entry and communication
device 14-1 based on the approved labeling of the purchas-
er’s desired medical product 20. In some instances, the
plurality of questions can include purchaser acknowledge-
ment of specific warnings or other critical information. The
purchaser’s answers to the questions are entered via devices
14-1, 14-2, and 14-3, as required. In response, to the
purchaser’s answers, selection algorithm 24 determines
whether the purchaser 1s eligible for the particular medical
product 20 requested.

De-selection algorithm 26 1s also configured to pose a
plurality of questions to the purchaser via data entry and
communication device 14-1 based on the purchaser’s
desired medical product 20 and past use of the system 10.
Again, 1n some 1nstances, the plurality of questions can
include purchaser acknowledgement of specific warnings or
other critical information. The purchaser’s answers to the
questions are entered via devices 14-1, 14-2, and 14-3, as
required. In response, to the purchaser’s answers, selection
algorithm 24 determines whether the purchaser 1s eligible
for continued use of the particular medical product 20
requested.

Thus, system 10 restricts access to medical product 20
when the purchaser’s information and past use of the system
10 for the same medication or device, as determined by
algorithms 24, 26, does not comply with the necessary
conditions, labeling or restrictions for the selected medical
product. For example, incorrect answers to questions pro-
vided by algorithms 24, 26 results in controller 16 prevent-
ing vending machine 12 from dispensing medical product
20.

System 10 provides a patient driven system, located at the
point-of-sale, that establishes the patient identification,
accepts lirst and subsequent purchase requests for a particu-
lar medical product 20, uses algorithms 24, 26 to determine
if that patient 1s eligible to receive or continue to receive that
medical product, provides warning and heeding information
to the purchaser about the medication via data entry and
communication device 14-1 1n verbal, display and/or printed
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form, reviews and calculates and limitation or compliance
requirements as indicated in the approved labeling or set by
governmental agencies, and completes the sales transaction
via payment device 14-4, 1f desired, and dispenses the
medical product when appropriate.

Advantageously, system 10 provides accuracy and com-
pliance to the selection criteria within algorithms 24, 26, and
approved labeling, provides significant consumer education
betore and during use, provides full retail access to medical
products 20 having restricted distribution status (1.e., prod-
ucts 205, 20c¢, and 20d), handles the sales transaction at the
vending machine 12, verifies that the medical condition still
exists when subsequent purchases are requested, documents
and saves patient information, accesses information and
provide a reason for denial or need to be referred to a Doctor,
documents and saves sales information (e.g., PSE) without
the need for a pharmacist or other retail employee. Thus,
system 10 can be used for FDA/DEA/State mandated
restricted medical products (e.g., PSE containing products,
dual status medicines, and the like), as well as for worldwide
behind-the-counter drug restrictions models.

In this manner, system 10 can be used to transier a
non-prescription, behind-the counter medical product to a
general sales medical product without the need of the
intervention of licensed health care practitioners. System 10
can be used as an approved risk management tool and a
collateral method to allow for the switch of a prescription
medical product to a non-prescription, over-the-counter or
general sales medical product. Further, system 10 can be
used as an approved risk management tool and a collateral
method to allow for the switch of a non-prescription, behind-
the-counter medical product to an over-the-counter or gen-
eral sales medical product.

In the event that system 10 determines, via self-selection
or de-selection algorithms 24, 26, that the purchaser is not
qualified to receive the particular medical product 20
selected, the system controls vending machine 12 to not
dispense the medical product 20. In some embodiments,
system 10 can provide instructions, directions, and/or advice
to the purchaser, via data entry and communication device
14-1, regarding the steps necessary to obtain the particular
medical product. For example, system 10 can provide a
written 1nstruction, a visual instruction, a verbal instruction,
and any combinations thereof (via data entry and commu-
nication device 14-1).

Referring now to FIG. 3, a method for transierring
non-prescription, behind-the-counter or over-the-counter
medical product having distribution restrictions to a general
sales medical product is illustrated generally by reference
numeral 40.

Method 40 identifies a particular behind-the-counter or
over-the-counter medical product that has one or more
distribution restrictions (205, 20c¢) to be transferred at step
42 and places a vending machine 12 1n a general sales
location at step 44. As discussed above with respect to FIG.
1, vending machine 12 has interface device 14 1n commu-
nication with a controller 16.

Method 40 includes storing a supply of the medical
product 1in the vending machine at step 46 and storing an
clectronic selection process 24 on the controller 16 at step
48. Next, method 40 controls the vending machine, via the
controller, to dispense a first sales unit of the particular
medical product only 1 a purchaser 1s identified and suc-
cessiully completes the self-selection process based on
cither the approved labeling requirements or other govern-
mental restriction regarding an initial purchase request for
the medical product via the interface device 14 at step 50.
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In some embodiments, method 40 further includes storing,
an electronic de-selection process 26 on the controller 16 at
step 52. Finally, method 40 controls the vending machine,
via the controller, to dispense a second or subsequent sales
unit of the particular medical product only if a purchaser
successiully completes the de-selection process and meets
the approved labeling requirements or other governmental
restriction regarding for a second or subsequent purchase
request for the particular medical product via the interface
device 14 at step 54.

In other embodiments, method 40 can include a warning,
step 56 belore or after dispensing step 50 or 54. Here,
method 40 can provide a warming, caution, and/or instruc-
tion (herein after “information”) to the purchaser via data
entry and communication device 14-1 regarding the use of
the particular medical product. For example, method 40 can
control data entry and communication device 14-1 at step 56
to provide written information, visual information, verbal
information, and any combinations thereof.

It 1s contemplated by the present disclosure for method
40, at step 36, to customize the information to the particular
purchaser using the biometric data and/or one or more of the
purchaser’s answers.

Referring now to FIG. 4, an alternate exemplary embodi-
ment of a method for transterring non-prescription, behind-
the counter medical products to general sales medical prod-
ucts 1s illustrated generally by reference numeral 60.

Method 60 i1ncludes a step 62 where a purchase request
from a purchaser of the vending machine 12 for a particular
non-prescription, behind-the-counter medical product 20 1s
accepted. Once accepted, method 60 includes a determining
step 64, where the method determines 11 the purchase request
1s an 1nitial purchase request or a subsequent purchase
request by the purchaser for the particular medical product.
Method 60 then accesses a selection algorithm 1f the pur-
chase request 1s the mnitial purchase request at step 66 or a
de-selection algorithm 1f the purchase request i1s the subse-
quent purchase request at step 68.

After accessing the appropriate algorithm, method 60
requires the purchaser to mput an answer to each of a
plurality of questions and reviews information generated by
the selection algorithm or the de-selection algorithm at step
70. Next, method 60 controls the vending machine, via the
selection algorithm or the de-selection algorithm, to dis-
pense or not dispense the particular medical product based
the answers at step 72.

In other embodiments, method 60 can include a warning,
and caution step 74 belore or after steps 70 or 72. Here,
method 60 can provide a warming, caution, and/or nstruc-
tion (herein after “information”) to the purchaser via data
entry and communication device 14-1 regarding the use of
the particular medical product. For example, method 60 can
control data entry and communication device 14-1 at step 74
to provide written information, visual information, verbal
information, and any combinations thereof.

It 1s also contemplated by the present disclosure for
method 60, at step 74, to customize the information to the
particular purchaser using the biometric data and/or one or
more of the purchaser’s answers.

It 1s also contemplated by the present disclosure for
warning step 74 to include the potential follow-up with the
purchaser by a licensed practitioner or other practitioner
regarding the purchase of the medical product if so indicated
by the label.

For example, system 10 can provide contact data from the
purchaser to a manufacturer of the medical product or to the
owner of the system 10. In this manner, the purchaser can be
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contacted in a follow-up manner, namely a predetermined
pertod of time aifter the purchase, to provide any critical
information regarding the sale and eflective use of the
product, and determine whether the purchaser has any
questions or should have any follow-up regarding the use of
the medical product. Advantageously, system 10 can provide
the data necessary for the follow-up in a manner that
complies with the requirements of the Health Insurance

Portability and Accountability Act (HIPAA).

In another example, system 10 can communicate a fol-
low-up reminder directly to the purchaser. In some embodi-
ments, system 10 can send an e-mail message, an electronic
phone message, a text message, a mailed letter directly to the
purchaser reminding the purchaser to, for example, verily
their blood pressure 1s below a predetermined limait or to see
there physician 1f the signs and symptoms of the condition
being treated become worse.

Referring now to FIG. 5, an exemplary embodiment of a
method of dispensing medical products is illustrated gener-
ally by reference numeral 80.

Method 80 includes a step 82 where a purchase request
from a purchaser of the vending machine 12 for a particular
medical product 20 1s accepted. Once accepted, method 80
then accesses a dispensing algorithm for the particular
medical product at step 84.

After accessing the appropriate algorithm, method 80
requires the purchaser to mput an answer to each of a
plurality of questions and see information generated by the
algorithm at step 86. Next, method 80 requires a purchaser
to mput biometric data at step 88. Next, method 80 deter-
mines whether to dispense or not dispense the particular
medical product based on the answers and at least in part on
the biometric data at step 90.

It 1s also contemplated by the present disclosure for
method 80, at step 90, to use the biometric data and/or the
purchaser’s answers to customize the purchase of the medi-
cal product for the purchaser. For example, method 80, at
step 90, can use the biometric data (e.g., weight) and/or one
or more of the purchaser’s answers (e.g., age) to customize
one or more attributes of the purchase. The attributes of the
purchase that can be customized by method 80 based on the
answers and at least in part on the biometric data at step 90
can include a dosage of the medical product, a use instruc-
tion for the user, a warning, and others.

Thus, method 80 can not only determine whether or not
to dispense the particular medical product based on the
answers and at least 1n part on the biometric data at step 90,
but also to customize one or more attributes of the purchase.

In some embodiments, the biometric data of step 88 can
be mputted locally at the vending machine 12 at step 92. For
example, the locally inputted data at step 92 can be inputted
to system 10 via communication device 14-1 or by connect-
ing a purchaser supplied biometric measurement device (not
shown) to vending machine 12 via data entry and commu-
nication device 14-1 as discussed above with respect to FIG.
1. Also, the locally mnputted data at step 92 by measuring at
step 94 the biometric data directly at vending machine 12 via
biometric data collection device 14-3 as discussed above
with respect to FIG. 1.

In other embodiments, the purchaser can authorize at step
96 vending machine 12 to obtain the biometric data from an
external test site 28 as discussed above with respect to FIG.

1.

The systems and methods according to the present dis-
closure, by eliminating the need to interact with a pharmacist
or learned health care intermediate, allows the dispensing of
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non-prescription, behind-the-counter medical products in
locations previously impossible.

Moreover, 1t has been determined by the present disclo-
sure that the systems and methods according to the present
disclosure advantageously allow medical products having a
prescription status, to be switched, i some 1instances, to
over-the-counter, non-prescription status and/or for medical
products having a behind-the-counter status, to be switched
to an over-the-counter status.

Medical products that the FDA has already approved for
prescription use can be “switched” to non-prescription use
when 1t has been determined to the satisfaction of the FDA
that, among other factors, the medical product 1s safe for use
under the conditions suggested in the proposed labeling.
Such “switch” applications generally require data from
actual use and labeling comprehension studies to demon-
strate that the product can be safely and eflectively used
without the supervision of a practitioner licensed by law to
administer or use the product. System 10 advantageously
provides an interactive collateral measures and compliance
device that, for example, ensures compliance to the labeling
requirements and thus, enhances the confidence associated
with switching medical product from prescription to non-
prescription status.

Advantageously, the systems and methods of the present
disclosure provide risk management and collateral method
models that easily and eflectively address the 1ssues with
label comprehension, label compliance, and chronic use.

An exemplary embodiment of a method of switching a
prescription medical product to a non-prescription, over-the-
counter medical product according to the present disclosure
1s illustrated in FIG. 6 and generally referred to by reference
numeral 100.

Method 100 includes a medicine selection step 102,
where a particular medical product having a prescription
status 1s selected to be switched to a non-prescription,
over-the-counter status.

Once selected, method 100 includes a first developing
step 104, where a set of 1nitial dispensing criteria a devel-
oped. The set of mitial dispensing criteria for the particular
medical product includes criteria sutlicient to a responsible
regulatory agency, such as the FDA, to authonzing changing
the status of the medical product to the non-prescription
status. Next, method 100 includes a second developing step
106, where a set of selection questions based on the set of
initial dispensing criteria are developed.

Method 100 arranges the set of selection questions, during,
an arranging step 108, into a selection algorithm. Method
100 then includes a first placing step 110 where the medical
product 1s placed 1n a vending machine and a second placing
step 112 where the vending machine 1s placed in a general
sales location. Method 100 stores the selection algorithm on
the controller at step 114. Finally, method 100, during a
dispensing step 116, controls the vending machine, via a
controller, to dispense a first sales unit of the particular
medical product only 1T a purchaser successiully completes
the selection algorithm via the interface device 14.

In some embodiments, the purchaser may desire a second
or subsequent sales unit of the medical product. Here,
method 100 can include provisions for maintaining or allow-
ing the medical product with the non-prescription status for
second or subsequent purchases by the same purchaser.

In this embodiment illustrated in FIG. 7, method 100
turther 1includes a third developing step 118, where a set of
subsequent dispensing criteria are developed. The set of
subsequent dispensing criteria for the particular medical
product includes criteria suflicient to the responsible regu-
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latory agency, such as the FDA, to allow and or maintain the
status of the medical product at the non-prescription status.
Next, method 100 includes a fourth developing step 120,
where a set of de-selection questions based on the set of
subsequent dispensing criteria are developed.

Method 100 arranges the set of de-selection questions,
during a second arranging step 122, mto a de-selection
algorithm. Method 100 stores the de-selection algorithm on
the controller at step 124. Finally, method 100, during a
subsequent dispensing step 126, controls the vending
machine, via the controller, to dispense a second or subse-
quent sales umt of the particular medical product only 1t a
purchaser successiully completes the de-selection algorithm
via the interface device 14.

In this manner, method 100 can advantageously facilitate
switching prescription medical products to non-prescription
status 1n a way that ensures the criteria for obtaining the first
and subsequent doses of the medical product are 1n compli-
ance with the approved labeling by preventing dispensing of

the medical product in the event certain selection or de-
selection criteria are not met.

It should be recognized that method 100 1s described
above by way of example only 1n use switching a medical
product 204 having a prescription status to a medical prod-
uct 20aq having a non-prescription, over-the-counter status.
Of course, it 1s contemplated by the present disclosure for
method 100 to find equal use 1n switching a medical product
20¢ having a non-prescription, behind-the-counter status to
a medical product 20aq having a non-prescription, over-the-
counter status.

Referring now to FIG. 8, an exemplary embodiment of a
method 150 for the use of system 10 having selection and
de-selection algorithms 24, 26 1s shown.

Upon beginning the use of system 10 as shown 1n FI1G. 84,
method 150 can determine whether or not the purchaser 1s a
first time purchaser at step 152. I1 the purchaser 1s a first time
purchaser, then method 150, at step 154, can, in some
embodiments, require the purchaser to enter personal 1den-
tification information such as, but not limited to name,
address, date of birth, e-mail address, telephone number,
sex, allergy information, medications currently being used,
and others. In this embodiment, 1f the purchaser 1s a repeat
purchaser, then method 150, at step 156, requires the pur-
chaser to enter enough information to allow the system to
access the purchaser’s records stored on system 10. Once
retrieved, method 150 requires the purchaser to verity and
update previously entered enter personal 1dentification infor-
mation.

In other embodiments, system 10 may not required 1den-
tification of the purchaser via entry of personal information.
Here, method 150 progresses directly to step 158 discussed
below.

Next, the purchaser selects the desired medical product 20
to be purchased at step 158 and requires the purchaser to
verily the selection at step 160. Upon verification of the
desired product 20, method 150 retrieves self-selection
algorithm 24 and de-selection algorithm 26 for the desired
medical product 20.

In the illustrated example where the desired medical
product 20 1s a cholesterol lowering medicine such as those
available 1n the “statin” class of drugs, which are commer-
cially available from the assignee of the present application,
method 150 determines, at step 162, whether the purchase
request by the particular purchaser for that particular product
20 1s a first purchase request 164 or a second request 166. It
should be recognized that 1n other examples of algorithms
24, 26 for other medical products, method 150 may only
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need to differentiate first purchases from second purchases,
while still other algorithms 24, 26 for other medical products
may require method 150 to differentiate each purchase for
another.

When method 150 determines that the purchase request 1s
the first purchase request 164, system 150 utilizes seli-
selection algorithm 24 for the particular medical product 20
selected. In the illustrated example, system 150 utilizes
self-selection algorithm 24 for the medical product.

Conversely, when method 150 determines that the pur-
chase request 1s the second purchase request 166, system
150 utilizes a de-selection algorithm 26 for the particular
medical product 20 selected, namely the medical product.

The self-selection and de-selection algorithms 24, 26
determine, based on information entered/verified during
steps 154, 156, whether the purchaser 1s a male or a female
at step 170. Based on the results of determination step 170,
method 150 continues to utilize the correct portion of
seli-selection and de-selection algorithms 24, 26, respec-
tively.

When method 150 determines at step 170 (FIG. 8a) that
the purchaser i1s a first time purchaser of the particular
medical product 20 and 1s female, method 150 continues to
utilize the self-selection algorithm 24 as show i FIG. 85b.
Referring now to FI1G. 85, method 150, based on information
entered/verified during steps 154, 156, determines whether
the female purchaser 1s below the age of 55 and verifies this
age with the purchaser at step 172. If the purchaser 1s below
the age of 355, namely 1s within the child bearing years,
method 150 determines whether the purchaser 1s pregnant at
step 174, and 11 not, whether the purchaser 1s incapable of
becoming pregnant at step 176.

When method 150 determines at steps 172 (via age) and
steps 174/176 that the female purchaser 1s not pregnant, the
method requires the purchaser to input their cholesterol level
at step 178. The cholesterol level can be inputted at step 178
manually using data entry device 14-1, by connecting a user
supplied cholesterol measuring device to system 10, by
measuring the level directly at system 10, or any other
method discussed herein above.

After recerving the purchaser’s cholesterol level, method
150, via seli-selection algorithm 24, compares this level to
a predetermined therapy level at step 180. For example, 1f
the purchaser’s cholesterol level 1s above the predetermined
therapy level shown as above 170 milligrams per deciliter
(mg/dL), then method 150 continues to utilize the seli-
selection algorithm 24 as show in FIG. 8d.

However, 11 method 150 determines at any of steps 174,
176, or 180 that the medical product 20 1s not appropriate for
the purchaser, the method notifies the purchaser of this status
at step 182 and terminates the purchase request at step 184.

When method 150 determines at step 170 (FIG. 8a) that
the purchaser 1s a first time purchaser of the particular
medical product 20 and 1s male, method 150 continues to
utilize the seli-selection algorithm 24 as show in FIG. 8c.
Referring now to FIG. 8¢, method 150, based on information
entered/verified during steps 154, 156, determines whether
the male purchaser 1s 45 years old or older and verifies this
age with the purchaser at step 186.

When method 150 determines at step 186 that the male
purchaser 1s within the appropriate age bracket (1.e., 45 or
older), the method requires the purchaser to input their
cholesterol level at step 188. Again, the cholesterol level can
be mputted at step 178 by any method discussed herein
above. After receiving the purchaser’s cholesterol level,
method 150, via seli-selection algorithm 24, compares this
level to a predetermined therapy level at step 190. For
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example, if the purchaser’s cholesterol level 1s above the
predetermined therapy level shown as above 170 mg/dL,
then method 150 continues to utilize the self-selection
algorithm 24 as show in FIG. 84.

However, 11 method 150 determines at either of steps 186
or 190 that the medical product 20 1s not appropriate for the
purchaser, the method notifies the purchaser of this status at
step 192 and terminates the purchase request at step 194.

When method 150 preliminarily determines that a par-
ticular purchaser 1s appropriate for the selected medical
product 20 at step 180 (FIG. 8b) or step 190 (FIG. 8¢), the
method continues to utilize self-selection criteria 24 to
complete the analysis of the appropriateness of statin
therapy for the purchaser as shown in FIG. 8d using a
plurality of risk factors 196.

Referring now to FIG. 84, method 150 determines at step
198 whether the purchaser i1s using any other cholesterol
medications. Method 150 further determines whether the
purchaser has liver disease at step 200 or has had a prior
adverse reaction to any statin medications at step 202.

If method 150 determines via steps 198, 200, 202, that the
purchaser remains eligible for statin medication, then the
method requests information related to particular risk factors
with the purchaser at step 204 and then determines whether
the number of risk factors identified at step 204 exceed at
predetermined risk level at step 206. If purchaser remains
cligible for statin medication after step 206, method 150
determines if the purchaser 1s taking a medication that
interacts with statin medication at step 208. If, atter comple-
tion of step 208, the purchaser remains eligible for statin
medication, method 150 proceeds to a dispensing step 216
shown 1n FIG. 8e.

Referring to FIG. 8¢, method 150, during dispensing step
216, requires the purchaser to acknowledge a plurality of
warnings and instructions with respect to the medical prod-
uct 20. Method 150 verifies at step 216-1 that each 1s
acknowledged, and if so, dispenses the appropriate amount
of the medical product 20 at step 216-2.

If method 150 determines via steps 198, 200, 202, that the
purchaser 1s preliminarily ineligible for statin medication,
the method determines i1t purchaser discussed this situation
with their doctor and received approval none-the-less at step
210. If step 210 determines approval was provided, method
150 continues to step 206. However, 1t step 210 determines
approval was not provided, method 150 informs the pur-
chaser that medical product 20 1s not appropriate for them at
step 212 and terminates the purchase request at step 214.

Returming for a moment to FIG. 8a, when method 150
determines at step 170 that the purchaser 1s a second time
purchaser of the particular medical product 20 and 1s female,
method 150 continues to utilize the de-selection algorithm
26 as show 1n FIG. 8f. Referring now to FI1G. 87, method 150,
based on information verified during steps 156, determines
whether the female purchaser 1s still below the age of 55 and
verifies this age with the purchaser at step 272. If the
purchaser 1s below the age of 55, namely 1s within the child
bearing years, method 150 determines whether the purchaser
1s pregnant at step 274, and 11 not, whether the purchaser 1s
incapable of becoming pregnant at step 276.

When method 150 determines at steps 272 (via age) and
steps 274/276 that the female purchaser 1s not pregnant, the
method requires the purchaser to input their new cholesterol
level at step 278, taken since the beginning of therapy with
statin medication. The cholesterol level can be mputted at
step 278 by any method discussed herein above.

After receiving the purchaser’s cholesterol level, method
150, via de-selection algorithm 26, compares this level to a
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maximum predetermined therapy level at step 280-1 and a
minimum predetermined therapy level at step 280-2. For
example, 1f the purchaser’s cholesterol level 1s within the
therapy level of 130 mg/dL to 170 mg/dL, then method 150
continues to utilize the de-selection algorithm 26 as show 1n
FIG. 84 and discussed above.

However, 11 method 150 determines at any of steps 274,
276, 280-1, or 280-2 that the medical product 20 1s not
appropriate for the purchaser, the method notifies the pur-
chaser of this status at step 282 and terminates the purchase
request at step 284.

When method 150 determines at step 170 (FIG. 8a) that
the purchaser 1s a second time purchaser of the particular
medical product 20 and 1s male, method 150 continues to
utilize the de-selection algorithm 26 as show in FIG. 8g.
Referring now to FIG. 8g, method 150, based on information
verified during step 156, determines whether the male pur-
chaser 1s 45 years or older and verifies this age with the
purchaser at step 286.

When method 150 determines at step 286 that the male
purchaser 1s within the appropriate age bracket, the method
requires the purchaser to input their new cholesterol level at
step 288, taken since the beginning of therapy with statin
medication. The cholesterol level can be inputted at step 288
by any method discussed herein above.

After recerving the purchaser’s cholesterol level, method
150, via de-selection algorithm 26, compares this level to a
maximum predetermined therapy level at step 290-1 and a
minimum predetermined therapy level at step 290-2. For
example, 1f the purchaser’s cholesterol level 1s within the
therapy level of 130 mg/dL to 170 mg/dL, then method 150

continues to utilize the de-selection algorithm 26 as show 1n
FIG. 84

However, 11 method 150 determines at either of steps 286,
290-1, or 290-2 that the medical product 20 1s not appro-
priate for the purchaser, the method notifies the purchaser of
this status at step 292 and terminates the purchase request at
step 294.

When method 150 preliminarily determines that a par-
ticular purchaser 1s appropriate for the selected medical
product 20 at step 280-2 (FIG. 8f) or step 290-2 (FIG. 8g9),
the method continues to utilize de-selection algorithm 26 to
complete the analysis of the appropriateness of statin
therapy for the purchaser as shown in FIG. 8d using the
plurality of nisk factors 196.

In some embodiments, de-selection algorithm 26 deter-
mines whether the purchaser has been taking the medical
product 1n a prescribed dosage. For example, as a result of
successiul purchase of completion of seli-selection algo-
rithm 24, system 10 may provide an amount of medical
product 20 that should last a predetermined period of time.
Based on the date of the subsequent attempt to purchase the
same medical product 20, de-selection algorithm 26 can
determine 1f the purchaser has not taken the medication 1n
the desired manner. Thus, system 10 can determine 1f the
purchaser has returned for a subsequent purchase of the
medical product too soon, which may indicate taking too
much of the medical product. Alternately, system 10 can
determine 1f the purchaser has returned for a subsequent
purchase of the medical product too late, which may indicate
taking not enough of the medical product.

Accordingly, and 1n this manner, system 10 can provide
for interactive compliance to the collateral measures neces-
sary to meet the requirements set forth by the FDA for
switching such prescription medicines and/or transierring
restricted distribution status medical products to general
sales products.
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In addition, system 10 can be configured to assist the
purchaser 1n matching an appropnate medical product 20 to
symptoms or states ol a disease currently being experienced
by the purchaser. For example, and referring again to FIG.
1, controller 16 can include a matching algorithm 32 resident
thereon.

Matching algorithm 32 1s configured to provide exem-
plary symptoms or disease-states to the purchaser via data
entry and communication device 14-1 1n a visual or auditory
form. As used herein a “visual form” shall mean that the
exemplary symptom or disease-state 1s provided to the
purchaser 1n non-textual form such as, but not limited to, a
picture. In this manner, matching algorithm 32 allows the
purchaser to match their particular symptom or disease state
to the exemplary symptom or disease-state presented. Once
the purchaser i1dentifies their symptom or disease-state via
matching algorithm 32, controller 16 provides the purchaser
with a list via device 14-1 of one or more medical products
20 within vending machine 12 that are appropriate for that
symptom or disease-state.

Take for example a purchaser who has a cough and desires
to purchase a non-prescription, over-the-counter cough
medicine. System 10 determines 1f the purchaser desires
assistance, via matching algorithm 32, in selecting the
appropriate medical product for their cough. Once selected,
matching algorithm 32 can present a plurality of different
auditory cough examples to the purchaser via data entry and
communication device 14-1.

In this example, system 10 can ask the purchaser it their
cough sounds like a loose or productive cough, and then play
a sample loose cough recording from a speaker 14-1 on
vending machine 12. If the loose cough sample 1s not
selected, then system 10 can ask the purchaser 11 their cough
sounds like a dry or non-productive cough, and then play a
sample dry cough recording from the speaker 14-1.

Matching algorithm 32 can continue to present exemplary
symptoms or disease-states to the purchaser until the pur-
chaser i1dentifies one that matches their particular condition.
Upon selection of a particular symptom or disease-state via
matching algorithm 32, system 10 can provide the purchaser
with optional products 20 within vending machine 12 that
are appropriate for such symptoms or disease-states.

In some embodiments, matching algorithm 32 can only
present those medical products 20 that do not have adverse
interactions with medical products currently being used by
the purchaser or medical conditions (e.g., high blood pres-
sure) experienced by the purchaser.

However, matching algorithm 32 can also prompt the user
to see a medical professional or doctor 1n the event that no
matching symptom or disease-state 1s selected, 1n the event
that no medical product 20 1s available to the purchaser due
to other factors (e.g., age, sex, potential for drug interaction,
and warnings such as allergy, etc), and any combinations
thereof.

It should be recognized that matching algorithm 32 1s
described above by way of example using auditory symptom
or disease-state matching. Of course, 1t 1s also contemplated
by the present disclosure for matching algorithm 32 to
provide visual symptom or disease-state matching such as,
for example, providing non-textual visual examples of a
condition such as, but not limited to, a skin rash that requires
treatment.

It should also be recognized that matching algorithm 32 1s
described above by way of example 1n use with medical
products 20a without distribution restrictions. However, 1t 1s
contemplated by the present disclosure for matching algo-
rithm 32 to find use with any medical product 20, namely
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those without any distribution restrictions (1.e., products
20a) and those with distribution restrictions (1.e., products
2056, 20c, 204d).

In some embodiments, 1t 1s contemplated by the present
disclosure for system 10 to be configured for distribution of
one particular medical product. Here, system 10 can have
matching algorithm 32 for only that particular medical
product. In use, the purchaser would use system 10 for the
particular medical product they are interested 1n purchasing,
by approaching the system advertised for that particular
medical product. Then, controller 16 resident on system 10
can allowing the purchaser to access to matching algorithm
32 and provide a plurality of exemplary symptoms or
disease-states for the particular medical product to the
purchaser via the data entry and commumnication devices 14.
In this manner, the purchaser can select one or more symp-
toms or disease-states from the plurality of exemplary
symptoms or disease-states when the one or more symptoms
or disease-states match those currently being experienced by
the purchaser. Once a symptom or disease-state that the
purchaser 1s experiencing has been selected from the match-
ing algorithm 32, system 10 can operate in the manner
discussed herein above. More particularly, system 10 can
initiate the use of the select and/or de-selection algorithms
24, 26, respectively.

Referring to the drawings and in particular to FIG. 9, an
alternate exemplary embodiment of a medical product dis-
pensing system 310 1s shown. For purposes of clarity, a
detailed description of component parts 1 system 310 that
perform a similar and/or analogous function as those dis-
cussed above with respect to system 10 has been omitted.

Advantageously, system 310 1s configured for use 1n the
dispensing ol medical products 205, 20c, and 20d, which
have restricted distribution requirements, without the need
for interaction between the purchaser and a licensed prac-
titioner. Further, system 310 is configured for use in the
dispensing ol medical products 20a, which do not have
distribution restriction imposed by one or more regulating
bodies, but rather by the retailer and/or product manufac-
turer. In one embodiment, system 310 provides the pur-
chaser with a printed ticket or transaction record 340, which
can be presented to a sales associate, pharmacist or phar-
macy personnel located at the point-oi-sale. Here, the per-
sonnel can retrieve the medical product from a secure
location based on the printed ticket or transaction record
(heremaiter “record”) and complete the transaction. The
transaction record 340 can be representative of the medical
product or, 1n some embodiments, can be a proof of purchase
of that medical product via system 310. In other embodi-
ments, the transaction record 340 can be the equivalent of a
medical questionnaire such as that typically used in the
United Kingdom and required by the pharmacist for pur-
chase of behind-the-counter medical products 20c.

Thus, record 340 can be a coupon allowing the holder to
purchase the medical product 1dentified on the record. Alter-
nately, system 310 can, upon successiul completion of the
selection process or de-selection process, require the user to
provide electronic payment for the product such that the
record 310 1s also a receipt for the purchase of the product.

Thus, system 310 provides the purchaser with a printed
ticket or transaction record 340, which can be presented to
a sales associate, pharmacist or pharmacy personnel located
at the point-of-sale along with the medical product 1tself.
Here, the purchaser can retrieve the medical product from a
typical store location, present the product and the record to
the sales associate at the point-of-sale for completion of the
transaction.
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In embodiments where record 340 1s the coupon allowing
the holder to purchase the medical product 1dentified on the
record, 1t 1s contemplated for the sales associate to be
prevented from completing the sales transaction of the
medical product without the associated record 340. For
example, the associate can be tramned to not complete
transactions for certain products without the associated
record 340. In other examples, the point-oi-sale system (not
shown) such as the cash register can be configured to prevent
transactions for certain products without the associated
record 340.

System 310 provides an eflective guide to the purchaser
through a series of medical history and/or medical product
related questions, and also provides product specific 1nfor-
mation of interest and importance to the information to the
purchaser.

Thus, system 310, much like system 10 discussed above,
provides an electronic device to significantly reduce the time
with or replace a learned intermediary (i.e., licensed prac-
titioner) by capturing the critical elements that a learned
intermediary provides, and also provides eflective collateral
methods for the safe and effective use of a prescription or
restricted access medical product in an over the counter
environment. Further, system 310 can also be used to help
tacilitate the purchase of a medical product from a behind-
the-counter environment such as that used in the United
Kingdom and/or to facilitate the purchase of Schedule 3 and
4 medical products such as those in Australia.

More particularly, system 310 provides an interactive
computer having access to one or more of the product
specific self-selection algorithm 24, the product specific
de-selection algorithm 26, the matching algorithm 32, and
any combinations thereof.

However, instead of dispensing the medical products 20a,
200, 20c¢, and 20d directly from system 310 as with system
10, system 310 1s configured to dispense a record 340 for the
medical product selected by a purchaser. Here, system 310
dispenses the record 340 only 1f the purchaser qualifies for
the medical product medical products 20a, 205, 20¢, and 204
as determined by the product specific self-selection algo-
rithm 24, or limits by the label, manufacturer, retailer or
other governmental agencies.

Upon subsequent requests for the particular medical prod-
uct 20a, 2056, 20c, and 20d, the system 310 can dispense a
subsequent record 340 for the particular medical product it
the purchaser remains qualified for the medical product as
determined by the de-selection algorithm 26 1n accordance
with the prior and new information mputted by the pur-
chaser, or limitations as specified by the label, manufacturer,
retailer or other governmental agencies.

Record 340 includes data 342 printed or otherwise
recorded thereon. Data 342 can include information such as
but not limited to customer identity information, a sales
receipt, a product description, a product picture, a purchaser
picture, and other data related to the customer, the medical
product, or the transaction.

As shown i FIG. 9, system 310 includes a record
generating machine 312 having one or more person-ma-
chine-interface devices 314. System 310 also includes a
controller 16 1 communication with record generating
machine 312 and one or more interface devices 14-1, 14-2,
14-3, and 14-4.

Record generating machine 312 can also include a printer
or encoder 314 and/or can be 1n electrical communication
with the printer or encoder 314 for providing record 340.

In the 1llustrated embodiment of system 310, controller 16
1s shown being remote from record generating machine 312
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and communicating with one another via a network 22.
However, it 1s also contemplated by the present disclosure
for controller 16 to be resident in record generating machine
312. Moreover, 1t 1s contemplated for system 10 to include
two controllers, one resident 1n record generating machine
312 and one remote from the record generating machine
312, where the two controllers communicate over network
22. Network 22 can be any desired communication network
such as, but not limited to, a wide-area-network, the Internet,
and others.

For example, and with reference to FIG. 10, 1t 1s contem-
plated by the present disclosure for record generating
machine 312 to be a personal computer 350 communicating
with controller 16 over the internet 22. Here, personal
computer 350 can be located at the point-of-sale or can be
located at the purchasers home, place of business, and the
like. Thus, system 310 allows a purchaser to access con-
troller 16 from any desired location via the Internet and after
successiul interaction with one or more algorithms 24, 26,
32, allows the purchaser to print out the record 340 via a
printer (not shown) that reports that the purchaser is eligible
and that medical product 1s acceptable for use. The pur-
chaser then takes the record 340 to a store to purchase the
medical product by presenting the record 340 to the store’s
stafl. The presentation of the record 340 to the store’s stafl
can be completed simultaneously to the presentation of the
desired product, which the purchaser has retrieved from the
store’s retail space. Alternately, the record 340 can be
presented to the store’s stafl where upon the stail can
retrieve the desired product from a secure location.

System 310 finds use with any of the methods 40, 60, 80,
100, and 150 discussed herein above. However, instead of
dispensing the medical product, system 310 generates record
340. Once record 340 has been generated, the purchaser can
present the record a sales associate located at the point-oi-
sale.

Yet another embodiment of a medical product dispensing
system 410 contemplated by the present disclosure 1s shown
in FIG. 11. Here, the consumer “communicates with” or
“accesses” controller 16 via a telephone 452. In some
embodiments, the consumer communicates with controller
16 directly via an electronic telephone user interface. In
other embodiments, the consumer communicates indirectly
with controller 16 via a customer service representative, who
in-turn communicates with the controller via a computer
450.

Instead of providing a record of the transaction to the
purchaser, as described in the embodiments above, the
medical product dispensing system 410 mails the purchased
product directly to the consumer. Thus, system 410 allows a
purchaser to access controller 16 from any desired location
and after successtul interaction with one or more algorithms
24, 26, 32, allows the purchaser to receive the desired
medical product only if that purchaser 1s eligible and the
medical product 1s acceptable for use.

System 410 finds use with any of the methods 40, 60, 80,
100, and 150 discussed herein above. However, instead of
dispensing the medical product, system 410 results in the
desired medical product being delivered directly to the
purchaser via the mail.

In some embodiments, systems 10, 310, and/or 410 can be
configured to ensure compliance with Federal and/or State
controlled distribution requirements for medical products
205 such as but not limited to PSE containing products and
others. For example, systems 10, 310, and/or 410 can be
configured to print and/or report sales transactions to the
responsible agency. Systems 10, 310, and/or 410 can be
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configured to transmit a sales record to another location such
as the atorementioned agency that would allow for verifi-
cation of user and product selected and amount at the
point-of-sale. Systems 10, 310, and/or 410 can be configured
to collect and report information on particular purchasers’
purchasing records for drug products that have potential
abuse liabilities. The documentation may include quantities
of product sold, date sold and total number of products sold.

It should also be noted that the terms *“first”, “second”,
“thard”, “upper”, “lower”, and the like may be used herein
to modily various elements. These modifiers do not imply a
spatial, sequential, or hierarchical order to the modified
clements unless specifically stated.

While the present disclosure has been described with
reference to one or more exemplary embodiments, it will be
understood by those skilled in the art that various changes
may be made and equivalents may be substituted for ele-
ments thereof without departing from the scope of the
present disclosure. In addition, many modifications may be
made to adapt a particular situation or material to the
teachings of the disclosure without departing from the scope
thereol. Therefore, 1t 1s intended that the present disclosure
not be limited to the particular embodiment(s) disclosed as
the best mode contemplated, but that the disclosure waill
include all embodiments falling within the scope of the
appended claims.

What 1s claimed 1s:

1. A system for dispensing a restricted distribution medi-
cal product comprising:

a controller comprising a processor and a memory;

a vending machine having a person-machine interface
device 1n communication with the controller, wherein
the person-machine 1nterface accepts mput of informa-
tion from a potential purchaser including the 1identity of
a restricted distribution medical product requested by
the potential purchaser and imnformation relating to the
potential purchaser’s medical condition;

a supply of the requested restricted distribution medical
product stored in the vending machine, wherein the
restricted distribution medical product 1s selected from
the group consisting of a medicine typically requiring
physician involvement, and a medicine that has an
illicit alternative use from the use typical for the
medicine or combination thereof;

an e¢lectronic self-selection algorithm stored on the con-
troller, wherein the controller via the electronic self-
selection algorithm requires the potential purchaser to
enter information into the person-machine interface
concerning the potential purchaser’s medical condition
including information relevant to the requested
restricted distribution medical product to complete the
clectronic self-selection algorithm, wherein, for a first
request for the distribution restricted medical product
having approved labeling information identified by a
governmental agency and associated with the distribu-
tion restricted medical product, the approved label
information including risks associated with use of the
restricted distribution medical product, the electronic
self-selection algorithm (a) evaluates (1) the informa-
tion 1dentified by a governmental agency and included
on the approved labeling of the requested restricted
distribution medical product and (2) the information
provided by the potential purchaser 1into the person-
machine interface relating to the potential purchaser’s
medical condition including information relevant to the
requested restricted distribution medical product, and
(b) based on the evaluation, determines whether there
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1s a benefit of starting treatment with the restricted
distribution medical product and whether the benefit
outweighs the risk associated with not starting treat-
ment,

wherein the controller (¢) controls the vending machine to

dispense a first sales unit of the requested restricted
distribution medical product, and

wherein (a), (b) and (c¢) are performed without 1nvolve-

ment of any licensed practitioner or a prescription,
when the benefit outweighs the risk associated with not
starting treatment.

2. The system according to claim 1 further comprising:

an electronic de-selection algorithm stored on the con-

troller,

wherein the controller via the electronic de-selection

algorithm requires the potential purchaser to enter
updated information relating to the potential purchas-
er’s medical condition including updated information
relevant to the requested restricted distribution medical
product into the person-machine interface to complete
the electronic de-selection algorithm,

wherein, for a subsequent request for the distribution

restricted medical product, the electronic de-selection
algorithm (al) evaluates (1) the updated information
provided by the potential purchaser into the person-
machine interface relating to the potential purchaser’s
medical condition updated to the time of the subsequent
request including the updated information relevant to
the requested restricted distribution medical product
and (2) past use of the restricted distribution medical
product, and (b1) based on the evaluation, determines
whether there 1s a benefit to continue treatment with the
requested restricted distribution medical product and
whether the benefit outweighs the risk associated with
not continuing treatment,

wherein the controller (c1) controls the vending machine

to dispense a subsequent sales unit of the requested
restricted distribution medical product, and

wherein (al), (bl) and (cl) are performed without

involvement of any licensed practitioner or a prescrip-
tion, when the benefit outweighs the risk associated
with not continuing treatment.

3. The system according to claim 1, wherein the controller
via the electronic self-selection algorithm further requires
the potential purchaser to enter biometric data of the poten-
tial purchaser relevant to the requested restricted distribution
medical product to complete the electronic self-selection
algorithm further and determines whether to dispense the
first sale of the requested restricted distribution medical
product based on, at least in part, the biometric data.

4. The system according to claim 3, wherein the controller
via the electronic de-selection algorithm further requires the
potential purchaser to enter updated biometric data of the
potential purchaser including the updated mformation rel-
evant to the requested restricted distribution medical product
to complete the electronic de-selection algorithm and deter-
mines whether to dispense the subsequent sales unit of the
requested restricted distribution medical product based on,
at least in part, the updated biometric data.

5. The system according to claim 2, wherein the person-
machine interface accepts mput ol information from a
potential purchaser via telephone including (a) the 1dentity
of a restricted distribution medical product requested by the
potential purchaser and information relating to the potential
purchaser’s location, identity and medical condition, (b)
input of information from the potential purchaser including
information relevant to the requested restricted distribution
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medical product required by the controller via the electronic
self-selection algorithm to complete the electronic seli-
selection algorithm and/or (¢) input of information from the
potential purchaser including updated information relevant
to the requested restricted distribution medical product
required by the controller via the electronic self-selection
algorithm to complete the electronic de-selection algorithm.

6. A system for dispensing a restricted distribution medi-
cal product comprising:

a controller comprising a processor and a memory;

a vending machine 1n a general sales location, the vending

machine having a person-machine interface device 1n
communication with the controller, wherein the person-
machine interface accepts mnput of information from a
potential purchaser including the identity of a restricted
distribution medical product requested by the potential
purchaser and information relating to the potential
purchaser’s medical condition including information
relevant to the requested restricted distribution medical
product, wherein the restricted distribution medical
product comprises a medicine typically requiring phy-
sician involvement or a medicine that has an illicit
alternative use from the use typical for the medicine;

an electronic self-selection algorithm stored on the con-

troller, wherein the controller via the electronic selt-
selection algorithm requires the potential purchaser to
enter information concerning the potential purchaser’s
medical condition including the information relevant to
the requested restricted distribution medical product
into the person-machine interface to complete the elec-
tronic self-selection algorithm,

wherein, for a first request for the distribution restricted

medical product having approved labeling information
identified by a governmental agency and associated
with the distribution restricted medical product, the
approved labeling information including risks associ-
ated with use of the restricted distribution medical
product, the electronic self-selection algorithm (a)
evaluates (1) the mformation identified by a govern-
mental agency and included on the approved labeling
of the requested restricted distribution medical product
and (2) the information provided by the potential
purchaser into the person-machine interface relating to
the potential purchaser’s medical condition including
the information relevant to the requested restricted
distribution medical product, and (b) based on the
evaluation, determines whether there 1s a benefit of
starting treatment with the restricted distribution medi-

cal product and whether the benelfit outweighs the risk
associated with not starting treatment, and

wherein the controller (¢) controls the vending machine to

dispense a transaction record for a first sales unit of the
requested restricted distribution medical product,
wherein (a), (b) and (¢) are performed without involve-
ment of ay licensed practitioner or a prescription, when
the benefit outweighs the risk associated with not
starting treatment.

7. The system according to claim 6, further comprising;:
an e¢lectronic de-selection algorithm stored on the con-

troller,

wherein the controller via the electronic de-selection
algorithm requires the potential purchaser to enter
updated information concerming the potential pur-
chaser’s medical condition including updated infor-
mation relevant to the requested restricted distribu-
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tion medical product into the person-machine
interface to complete the electronic de-selection
algorithm,

wherein, for a second or subsequent request for the
distribution restricted medical product, the electronic
de-selection algorithm (al) evaluates (1) the updated
information provided by the potential purchaser into
the person-machine interface relating to the potential
purchaser’s medical condition including the updated
information relevant to the requested restricted dis-
tribution medical product updated to the time of the
second or subsequent request and (2) past use of the
restricted distribution medical product, and (bl)
based on the evaluation, determines whether there 1s
a beneflt to continue treatment with the requested
restricted distribution medical product and whether
the benefit outweighs the risk associated with not
confinuing treatment,

wherein the controller (cl) controls the vending
machine to dispense a transaction record for the
subsequent sales unit of the requested restricted
distribution medical, and

wheremn (al), (bl) and (cl) are performed without

involvement of any licensed practitioner or a prescrip-
tion, when the benefit outweighs the risk associated
with not continuing treatment.

8. The system according to claim 7, wherein either or both
of the selection algorithm and the de-selection algorithm can
be accessed from a remote location via an internet connec-

tion and the transaction record can be printed out at the
remote location.

9. A medical product distribution apparatus comprising:
a vending machine contaiming a supply of a restricted

distribution medical product stored therein, wherein the
restricted distribution medical product comprises a

medicine typically requiring physician involvement or
a medicine that has an illicit alternative use from the

use typical for the medicine;

a person-machine interface i communication with the

vending machine; and

a controller comprising a processor and a memory con-

taining (a) an algorithm, (b) stored approved labeling
information identified by a governmental agency and
relating to the restricted distribution medical product,
wherein the stored approved labeling information 1den-
tified by a governmental agency includes risks associ-
ated with use of the restricted distribution medical
product, and (c) instructions that are readable by the
controller and cause the controller to:

(1) require a potential purchaser of a restricted distri-
bution medical product to enter information relating
to the potential purchaser’s medical condition
including 1nformation relevant to the requested
restricted distribution medical product into the per-
son-machine interface;:

(2) cause the algorithm to:
compare (1) the entered information relating to the

potential purchaser’s medical condition including
the information relevant to the requested restricted
distribution medical product and (11) the stored

approved labeling information;

determine whether there 1s a benefit of treatment of
the potential purchaser with the restricted distri-
bution medical product; and
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determine whether the benefit outweighs risks to the
potential purchaser associated with treatment
using the restricted distribution medical product;
and
(3) cause the vending machine to dispense the restricted
distribution medical product to the potential pur-
chaser,
wherein the comparing and determining of step (2) are
performed without involvement of any licensed prac-
titioner or a prescription, when the benefit outweighs
the risks associated with treatment using the restricted
distribution medical product.
10. A non-transitory storage medium comprising:
an algorithm;
information i1dentified by a governmental agency relating,
to a restricted distribution medical product included on
an approved labeling of the restricted distribution medi-
cal product, wherein the restricted distribution medical

product comprises a medicine typically requiring phy-
sician involvement or a medicine that has an illicit
alternative use from the use typical for the medicine;
and

instructions that are readable by a controller comprising a
processor and a memory of a vending machine having
a person-machine interface and containing a supply of
the restricted distribution medical product, and cause
the controller to perform the following steps:
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(1) require a potential purchaser of the restricted distri-
bution medical product to enter information relating to
the potential purchaser’s medical condition including
information relevant to the requested restricted distri-
bution medical product into the person-machine inter-
face;
(2) cause the algorithm to:
compare the (1) entered information relating to the
potential purchaser’s medical condition including
the information relevant to the requested restricted
distribution medical product and (11) the stored infor-
mation, wherein the stored information also includes
risks associated with use of the restricted distribution
medical product;

determine whether there 1s a benefit of treatment of the
potential purchaser with the restricted distribution
medical product; and

determine whether the benefit outweighs risks to the
potential purchaser associated with treatment using
the restricted distribution medical product; and

(3) dispense the restricted distribution medical product to
the potential purchaser from the vending machine,

wherein the comparing and determining of step (2) are
performed without involvement of any licensed prac-
titioner or a prescription, when the benefit outweighs
the risks associated with treatment using the restricted

distribution medical product.
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